
Oral Dosage Form New Animal Drugs; Uxytetracycline Wydroc loride Sahble 

Powdsr; Technical Amendment 

A~ENC~~ Food and Drug Ad~~is~ra~i~~, HHS 

ACTCON: Final rule; technical amendment. 

S~~~A~~: T’be Food and Drug A~~~is~a~i~~ (FDA) is amending e tmimal drug regufatiuns 

to reflect appruval of a s~pp~~~e~tal abbreviated new animal dmg application (ANADA) filed 

by Agri Laburatmies, Ltd. The ANADA provides fur a revised wi drawal time fur use of 

~xyte~a~y~~~~~ (OTC) hydruc~l~~de (WCI) soluble powder in the drinking water of turkeys md 

swine. 

FOR FURTHER ~NF~~~AT~~N CONTACT: Fannie W. Luther, Center fur Ve erbury Medicine (HEV- 

NC), Food and Drug Ad~~~s~atiu~~ 7500 ~ta~~s~ PI., Rockvilfe, MD 20855,3~~~~27~2~~~ 

e-mail: l~~ther~cv~.fda.guv. 

filed a s~ppl~~e~t to ANARA ZOO-066 that provides fur use of AGRIMYCIN 343 (uxyte~a~y~~~~e 

HCl) Soluble Powder fur making medicated drinking water for the of various F>ac@g-jaj 

diseases of livestoc , The supplemental ANADA provides fur a zero-day withdrawal time after 

the use of the product in the drinking water of turkeys and swine:. The s~pple~e~ta~ appl~~at~~~ 

is approved as of Qctober 4,2001, and the regulatiuns are amended in 21 CFR 520.1660d to 

reflect the appruval. 
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Section 520.1660d is also being amended to reflect approval of a 5-punnd paif. size, w 

was approved under ANADA 200-066 on June IS, 1994. 

In a~~urdan~e with the freedom of information provisions of 21 CFR part 20 and 

5 14.2 1 (e)(2)(~~), a summary of safety and effectiveness data and infurma ion submitted to support 

of this application may be seen in the Dockets Management IBranch (HFA-305), Fuud 

and Drug Ad~n~s~at~on, 5630 Fishers Lane, rm. 1061, Rockville, D 20852, between 9 a.m. 

Monday through Friday., 

The agency has determined under 21 CFR 25.33(a)( 1) that this action is of a type that dues 

ividually or ~umn~ative~y have a significant effect on the human environment. Therefure, 

neither an e~viru~ ental assessment nor an envirunmentaf impact statement is required. 

is ruIe does not meet the definitiun of ‘Me” in 5 USC. ~~4(3)(A) because it is a rule 

of “particular appl cability.” Therefure, it is nut subject to the cung ssiunal review re~n~erne~~ 

Animal drugs. 

Therefore, under the Federal Fuud, Drug, and Cosmetic Act and under authority delegated 

e ~u~ss~uner of Food and Dntgs and redelegated to the Center for Veterinary Medicines 

21 CFR part 520 is amended as fu 

3. e an~o~ty citation fur 21 CFR part 520 ~un~nnes to read as fulluws: 

. f660d is amended in ~~agraph (a)(6) by adding “; pail: 5 lb” after “oz.‘?; 

in p~agraphs ( )(~)(i~)(A)(3), (d)( )(@(B)(J), and (d)( l)(ii)(~)(3) in the sixth sentence by removing 

7561,” and in the eighth sentence by numerically adding “057561 ,“; and in paragr 

(d)(~)(ii~~(~) by revising the Last sentence to read as fulluws: 
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(G) * * * Administer up to 5 days; do not use for more than 5 consecutive days; withdraw 

sponsored 7561, and Mm33. 

January 11, 2002. 


